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Abstract

Background: Though chemotherapies are necessary for treating cancers, they often result in
adverse events (ADEs) that seriously affect the quality of life in patients. Monitoring and following
up on ADEs are critical for improving patient safety, the effectiveness of treatment, and drug
safety. Underreporting is still a major problem because of several challenges, such as fatigue
among patients, low literacy, and time constraints among healthcare professionals (HCPs). This
study aimed to develop and assess a newly developed (simplified) electronic reporting form for
oncology patients to enhance the quality and quantity of ADE reports, ultimately improving patient

care and drug safety outcomes.

Methods: The study began with a survey of the number of patients with cancer attending the
Oncology and Nuclear Medicine Hospital in Mosul City, as well as the most commonly used
chemotherapies for inpatients and outpatients. Patients' and HCPs' ADEs reporting data were
retrieved from the VigiFlow and VigiLyze databases during 2023 for national and international
ADEs reports, respectively. A new patient reporting form for oncology patients was developed,
validated, and piloted using a convenient sample of 403 patients from the Oncology and Nuclear
Medicine Hospital in Mosul City between November 2023 and February 2024. The collected data
underwent statistical analyses.

Results: The statistical analysis of data from VigiFlow and VigiLyze indicated that patients in
Nineveh, Iraq, as well as in Jordan, Egypt, and Turkey, under-reported ADEs related to
chemotherapy medications. This trend was observed across all regions except the United Arab
Emirates, which exhibited a high reporting rate of 52.43% for chemotherapy-related ADEs by
patients. A comparison between the existing paper-based forms and the newly developed
electronic form revealed significant differences. The electronic form demonstrated a more
comprehensive and detailed approach, offering several advantages over the traditional paper-based
forms in terms of accessibility, user-friendliness, data quality, clarity of instructions, and language
used. The data collected through the newly developed electronic form were evaluated both
qualitatively and quantitatively. The electronic form achieved a high completeness score of 98%,
and approximately two-thirds of participants (60.5%) expressed agreement with its use. Most of
the reported symptoms were moderate in severity. Several significant correlations were identified

through correlation analysis. Thematic analysis revealed three main categories: preference for



electronic forms, concerns about electronic forms, and factors influencing form acceptance.
Segmented regression analysis showed a significant increase (p < 0.001) in the reporting rate

following the introduction of the newly developed electronic reporting form.

Conclusion: This study showed that the implementation of the newly developed reporting form
can potentially improve cancer care by increasing data accuracy, patient engagement, and
treatment adherence. It enhances communication between patients and HCPs, leading to better
clinical outcomes. However, challenges like technology accessibility and internet connection
limitations remain. Recommendations include promoting digital tools, ensuring equitable access,

and further research into long-term effects and usability.
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